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DETAILED ACTION 

Claims 1, 3-6, 8-9, 12-14, 81-94 and 97-101 are pending in the instant 
application. Claims 2, 7, 10-11, 15-80 and 95-96 are canceled. New claims 97-101 are 
presented and will be examined with the elected subject matter. 

RCE 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/29/2009 has been entered. 

Response 

Claims 83, 95 and 96 were previously rejected under 35 USC 103 as obvious 
over U.S. Pat. No. 5,399,578 ('578 Patent). Claims 95 and 96 are canceled. The 
rejection of claim 83 is maintained. Applicants arguments have been carefully 
considered, but do not present any new evidence regarding the patentability of this 
claim. Therefore, claim 83 is rejected for the same reasons as previously stated in 
office actions dated 6/14/05, 3/8/06, 11/6/06, 7/20/07, 1 1/7/08, and 3/6/09. 

New claims 97-101 will now be considered. New claims 97 and 99-101 are 
directed to an amorphous form of Valsartan that is substantially free of crystalline forms 
of valsartan. 
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Claim 98 is directed to a purely amorphous form having the XRPD pattern as 
depicted in figure 2 

Claim Rejections - 35 USC §112, 2 nd paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 97-101 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Specifically, the claims are indefinite because the 
metes and bounds of the claim cannot be ascertained. Claim 97 states that it is 
"Valsartan purely amorphous" then it states that it is "substantially free of crystalline 
forms of Valsartan." It is unclear how a purely amorphous compound can have any 
crystalline forms in it. Claim 98 appears to be directed to purely amorphous Valsartan 
because Figure 2 is drawn to an x-ray diffraction pattern of a purely amorphous form. In 
addition it is unclear whether amorphous and crystalline forms are being claimed 
because the x-ray diffraction pattern of Figure 1 contains crystalline peaks. Since the 
metes and bounds of the claim are not clear, the claims are rejected as indefinite. 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 97-101 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Buhlmayer et al., U.S. Pat. Num. 5,399,578 (3/21/95) in view of Marti, U.S. P.G. Pub. 

Num. 2003/01 71 41 4A1 (9/11/03) now U.S. Pat. Num. 6,869,970. 

Applicants instant elected invention teaches amorphous forms of Valsartan. 
Claim 97 is directed to an amorphous form of valsartan having some crystalline forms of 
Valsartan in it having an x-ray diffraction peak of Figure 1 . Claim 98 is drawn to a 
purely amorphous form having an x-ray diffraction peak of Figure 2, but claim 98 is 
dependent on claim 97, which contains some crystalline forms mixed with the 
amorphous form. 

Determination of the scope and content of the prior art (MPEP $ 2141.01) 
Buhlmayer teaches amorphous Valsartan mixed with crystalline forms. 
Marti teaches crystalline forms of Valsartan with specific x-ray diffraction 
patterns. 

Ascertainment of the difference between the prior art and the claims (MPEP § 2141.02) 

The difference between the prior art of Buhlmayer and the instant claims is that 
Buhlmayer is silent as to the x-ray diffraction patterns. 
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The difference between the prior art of Marti and the instant claims is that Marti 
does not disclose the x-ray diffraction pattern of amorphous forms, but crystalline forms 
only. 

Finding of prima facie obviousness - rationale and motivation (MPEP 5 2142-2413) 
One skilled in the art would have found the claimed amorphous form mixed with 
crystalline forms prima facie obvious because the instantly claimed compound and the 
compounds in Buhlmayer and Marti are the same, i.e. Valsartan. A prima facie case of 
obviousness may be made when chemical compounds have very close structural 
similarities and similar utilities. "An obviousness rejection based on similarity in 
chemical structure and function entails the motivation of one skilled in the art to make a 
claimed compound, in the expectation that compounds similar in structure will have 
similar properties." In re Payne, 606 F.2d 303, 313, 203 USPQ 245, 254 (CCPA 1979). 
MPEP 2144.09. 

Applicants argue that there was no suggestion in the art for valsartan with the 
instant x-ray diffraction patterns. It would be obvious to one of ordinary skill in the art 
that the instant x-ray diffraction pattern of Figure 1 contains crystalline forms. The prior 
art of Buhlmayer and Marti both teach that amorphous forms of Valsartan exist. Marti 
further states that both the crystalline and the amorphous salts and salt hydrates 
according to the invention have a high degree of dissociation in water and thus 
substantially improved water solubility. These properties are of advantage, since on the 
one hand the dissolving process is quicker and on the other hand a smaller amount of 
water is required for such solutions. Furthermore, the higher water solubility can, under 
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certain conditions, also lead to increased biological availability of the salts or salt 
hydrates in the case of solid dosage forms. Improved properties are beneficial 
especially to the patients. See Marti Column 2, approximately lines 48-58. 

The motivation to make the claimed compounds derives from the expectation 
that structurally similar compounds would possess similar activity (i.e. pharmacological 
use). Valsartan is an orally active specific angiotensin II antagonist acting on the AT1 
receptor subtype. 

Therefore, the instant claims, which discloses an amorphous form of valsartan 
with x-ray diffraction patterns containing crystalline forms is not allowable over the prior 
art, which teaches amorphous valsartan and x-ray diffraction peaks for crystalline forms. 
Conclusion 
Claims 83, 97-100 and 101 are rejected. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susannah Chung whose telephone number is (571) 
272-6098. The examiner can normally be reached on M-F, 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571) 272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Susannah Chung/ 
Examiner, Art Unit 1626 



